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DETAILED ACTION 

Transitional After Final Practice 

1 . Since this application is eligible for the transitional procedure of 37 CFR 1 .129(a), and 
the fee set forth in 37 CFR 1.1 7(r) has been timely paid, the finality of the previous Office action 
is hereby withdrawn pursuant to 37 CFR 1.129(a). Applicant's first submission after final filed 
on April 19, 2010 has been entered. 

Claim Rejections - 35 USC § 112 

2. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

3. Claim 8 recites the limitation "the wall" in the third line of the claim. There is 
insufficient antecedent basis for this limitation in the claim. 

4. Claims 4-5, 16-18, and 26 recite the limitation "the tubular body" in the second lines of 
the claims. There is insufficient antecedent basis for this limitation in the claims, since it is 
unclear as to which previously claimed tubular body the claims are referring to. 

** Examiner notes that independent claims 23 and 24 each refer to a flexible tubular body with a 
helical recess as part of the connection element and as part of the space holder. Many of the 
dependent claims refer to the flexible tubular body and the helical recess. However, it is unclear 
as to which flexible tubular body and which helical recess the claims are referring to. Please 
clarify accordingly. 

Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

6. Claims 4-9, 12-18, and 23-34 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Struder (PCT Publication PCT/CH02/00180) in view of Ferree (U.S. Publication 
2003/0220643) and Gordon (U.S. Patent 6,949,686). 

Struder discloses a spiral implant system bone anchoring device for spinal 
stabilization comprising: a bone anchoring device comprising a first bone anchoring 
element (12) for anchoring to a bone or vertebrae, the first bone anchoring element 
having a first receptacle (13); a second bone anchoring element (12) for anchoring to a 
bone or vertebrae, the second bone anchoring element having a second receptacle (13); a 
connection element (FIG 1) configured to connect the first bone anchoring element to the 
second bone anchoring element (FIG 2). 

The connection element comprises a first rigid part (5) having a first rigid tubular 
body (16) configured to connect to the first bone anchoring element, the first rigid tubular 
body (16) having a first connection end (20) configured to be received in the first 
receptacle and at least one opposing threaded end (18). Additionally, there is a second 
rigid part (6) having a second rigid tubular body (17) configured to connect to the second 
bone anchoring element, the second rigid tubular body having a second connection end 
(20) configured to be received in the second receptacle and at least one opposing threaded 
end (18). The connecting element (FIG 1) further comprises a flexible part (2) having a 
first threaded end (24) and a second threaded end (24) defining a length of the flexible 
part and comprising a tubular body having a helical recess (FIG 5); and wherein the first 



Application/Control Number: 10/575,699 Page 4 

Art Unit: 3733 

threaded end of the flexible tubular body is configured to connect to the at least one 
threaded end of the first rigid tubular body, and wherein the second threaded end of the 
flexible tubular body is configured to connect to the at least one threaded end of the 
second rigid tubular body (FIG 3). 

The helical recess in the tubular body (FIG 3) is configured to provide an 
elasticity or a movement function, and the tubular body is configured as at least one of 
compression zones, expansion zones, torsion zones and as articulated joints, with the 
connection element (2) is of a rigid, including a flexurally rigid, material. The helical 
recess of the flexible tubular body (2) is formed as at least one of a groove-like helical 
recess and as an open helical aperture of the wall (FIG 3). Two material recesses are 
formed on the flexible tubular body (2) as at least one of a groove-like recess and as an 
open aperture arranged twin-track helically inside each other (FIG 3). 
The system further comprises at least one of a sleeve comprising an elastic biocompatible 
material made of an elastomer surrounding the tubular body and a core (4) comprising of 
an elastic biocompatible material, wherein at least one of the sleeve and the core (4) are 
held by end plates arranged on the tubular body (FIG 3). The first rigid part (5) has an 
external diameter (16) different from an external diameter (20) of the second rigid part 
(6). The internal threads (24) on the flexible tubular body (2) extend along substantially 
an entire length of the inner surface of the tubular body, and the helical recess extends 
along an entire length of the tubular body from the first end to the opposing second end 
(FIG 3). 
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However, Struder fails to disclose that the system additionally comprises a space 
holder for replacing a spinal disc adjacent to the connection element. Ferree discloses a 
spinal implant system (FIG 9A; FIG 9B) comprising a spinal stabilization device and a 
space holder (FIG 9 A; FIG 9B) for replacing a spinal disc adjacent to the connection 
element. It therefore would have been obvious to one skilled in the art to modify the 
system taught by Struder to additionally comprise a space holder, as is taught by Ferree, 
because the spinal stabilization device in combination with the space holder preserves 
motion of the space holder while "decreasing forces across the facet joints" thereby 
providing a mitigating measure for pain relief after the space holder is inserted (Ferree; 
Paragraph [0035]). 

Struder in view of Ferree fail to disclose the structure of the space holder. Gordon 
discloses a space holder for replacing a spinal disc having a tubular body with a flexible 
section having a helical recess (FIG 3). The tubular body of the space holder has a 
tubular wall defining a plurality of holes through the wall, wherein the helical recess of 
the space holder is separate from the plurality of holes (FIG 3), with the tubular body of 
the space holder further including a first end portion configured to engage a body part 
and a second end portion configured to engage an adjacent body part (FIG 2). The first 
end portion and the second end portion comprise projections (108) having triangular 
serrations. Additionally, at least one of the first end portion and the second end portion is 
a continuous one-piece extension of the tubular body of the space holder (FIG 3). It 
therefore would have been obvious to one skilled in the art to modify Struder in view of 
Ferree to have the space holder be that taught by Gordon because it allows for rotation, 
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flexure, and bending of the patient to match the characteristics of a normal vertebral disc 
(Gordon; Column 4). 

Struder in view of Ferree and Gordon fail to disclose the specific material forming 
the connection element (2). It would have been obvious to one having ordinary skill in 
the art at the time the invention was made to have the connection element be made of 
titanium and alloys thereof as well as plastics, since it has been held to be within the 
general skill of a worker in the art to select a known material on the basis of its suitability 
for the intended use as a matter of obvious design choice. In re Leshin, 125 USPQ 416 

Additionally, Struder in view of Ferree and Gordon fail to disclose the extent of 
which the tube-like body (2) is extensible or compressible. It would have been obvious to 
one having ordinary skill in the art at the time the invention was made to have the tube- 
like body be extensible or compressible by 0.5 to 20%, since it has been held that 
discovering an optimum value of a result effective variable involves only routine skill in 
the art. In re Boesch, 617 F.2d 272, 205 USPQ 215 (CCPA 1980). Furthermore, Struder 
in view of Ferree and Gordon fail to disclose the extent to which the tube-like body is 
torsionable/can pivot about the axial axis. It would have been obvious to one having 
ordinary skill in the art at the time the invention was made to have the tube-like body be 
torsionable/can pivot about the axial axis by 0.5 to 10 degrees, since it has been held that 
discovering an optimum value of a result effective variable involves only routine skill in 
the art. In re Boesch, 617 F.2d 272, 205 USPQ 215 (CCPA 1980). 

Finally, Struder in view of Ferree and Gordon fail to disclose that the projections 
of the space holder are trapezoidal. It would have been an obvious matter of design 
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choice to one skilled in the art at the time the invention was made to construct the 
projections in the shape of a trapezoid, since applicant has not disclosed that such solve 
any stated problem or is anything more than one of numerous shapes or configurations a 
person ordinary skill in the art would find obvious for the purpose of providing projectins 
on the space holder. In re Dailey and Eilers, 149 USPQ 47 (1966). 

Response to Arguments 
7. Applicant's arguments with respect to claims 4-9, 12-18, and 23-34 have been considered 
but are moot in view of the new ground(s) of rejection. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ELANA B. FISHER whose telephone number is (571)270-3643. 
The examiner can normally be reached on Monday through Friday from 8:30AM to 5:00PM 
EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Eduardo Robert can be reached on (571)272-4719. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Elana B Fisher/ 
Examiner, Art Unit 3733 
/Eduardo C. Robert/ 

Supervisory Patent Examiner, Art Unit 3733 



